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Background: What are PFAS?

*Per- and polyfluoroaliod substances {PFAS) are 8 group of man-made chemicals
that includes PFQA, PFOS, Gen¥, and many other chemicals.

* PFAS have been manufactured and used in a variety of industries around the
globe, including in the United States since the 1940s.

«PFAS can be Tound in a wide variety of consumer products {e.g., cleaning
products, paints, certain fire-fighting foam) and industrial uses {e.g., chrome
plating, electronics manufacturing).

*There is evidence that exposure to certain PFAS can lead to adverse human
health effects,

For more information, please visit
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Background: Rulemaking Authority

*The Fiscal Year 2020 National Defense Authorization Act (NDAA} amended the

Toxic Substances Control Act {TSCAY section &{a) by adding section &{a){7}.

“TSCA section 8{a){7) requires FPA to promuigate 8 rulemaking by lanuary 1,
2023, requiring manufacturers {including importers) of a PFAS in any year since
January 1, 2011, to submit a report to EPA containing information cutlined in
section 8{a}{2) for each year since fanuary 1, 2011,
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Scope of PFAS

«The proposed scope of PFAS for this rule are substances that
structurally contain the unit R-{CF2}-C{F}{RIR". Both the CF2 and CF
moieties are saturated carbons and none of the R groups (R, R or R}
can be hydrogen.

= Any TSCA chemical substance™ meeting this definition which has been manufactured in any
year since January 1, 2014, is reportable.

Fnder TSCA, & “chernical substance” means: any organic or inorzanic substance of a particular molecular iSentity, inchuding— {1}
any combination uch substances OCLUITING inwhole or in part 2s a result of a chemical reaction or occurring in nat a
any elemen . OF NG mibined radical, (8} S term does not indude— (i) Ay mikiure, (i} B0y pasticide (as defined in the Federal

& “*enticxdn oty when man trred, proc G, OF © ich'!bll‘[co in commerce for USE &S R pesticsd; (i}
¢ 2 ,aE nucimrma .ri

5 .!ls and cartridges), and {vi} any | f-:)od B
Fedaral Food, Brug, and Cosmetic Act) when many
additive, <mg, cosmetic, o H\e Lerm “food” as used in clause (w, )f*?w At
;,rudmts rdd define d in floft h(_ Pouitrv ‘rodurtd inCp
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Scope of PFAS

«EPA has identified at least 1,364 PFAS meeting the structural
definition, including:

» All PFAS listed as active on the February 2021 TSCA Inventory

= Al PRAS with TSCA section 5 {new chemicals} low-volume sxemptions

*To assist companies with identifying PFAS, the rule and docket
supporting files will include lists of PFAS on the TSCA Inventory or
submitted as Section 5 low-volume exemptions, and structural
diagram examples to capture any PFAS that could not be
specifically listed due to CBl claims.
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Reporting Entities

=Any person who has manufactured {including imported) a PFAS meeting the
structural definition at any time since fanuary 1, 2011, is required to report

*No reporter exemptions in this proposed rule

= Unlike the small manufacturer exemption from chemical reporting rules under TSCA section
S{a}{1), section 8{a}{7) specifically states that “each person who has manufactured a chemical
substance that is 3 [PFAS]” shall be subject to the rule,
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Data Elements

TSCA section 8{a}{2) authorizes EPA to collect information on sach PFAS regarding:
= Chemical or mixture identity, trade name, and molecular structure
« Categories of use
= Guantity manufactured or processed for each category of use
> Descriptions of byproducts resulting from the manufacture, processing, use, or disposal
« Existing environmental and health effects information
« Number of workers exposed and duration of exposure
+ Manner or method of disposs! and any change in manner or method

*Some proposed data elements are similar to information requirad for the 2030
Chemical Data Reporting (COR) eycle {e.p., production volumes, worker exposure
information)

+ Key difference: this rule requires information for gach year In which that PFAS was
manufactured, without exemptions
= To mitigate duplicative reporting, £PA proposes to allow submitters to indicate in the

reporting tool if they have pmvidecﬁ this information to EPA already, for that vear
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Electronic Reporting

EPA will create a new reporting tool for this rule
* Hosted on CIX with other chemical information systems reporting tools

+EPA is proposing to allow reporters to indicate to EPA if they have already provided
specific data element, for that same vear, to EPA under another COX reporting program
o mitigate potential duplicative reporting

“Environmental and health effects information would be sybmitted in the format of
GECD harmonized templates when applicable {not all data endpoints have established
templates)

= Underlying data or relevant study reports would be uploaded as attachments

(B} claims and substantiations would follow requirements and procedures under TSCA
section 14
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Recordkeeping Requirements

Proposed 5-year recordkeeping period following final date of submission period

*Rationale:
= Congistent with CDR rule and some other 8{a) chemical-specific reporting rules
= Retention reguirement corresponds with statute of limitations for violations

= Supports EPA's future activities informed by this data call
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Impacts of Proposed Rule

*234 respondents are expected to report under this one-time data call
= Expected respondents identified in the Chemical Data Reporting database and extrapolated
to include manufacturers not in COR database

*Fatimated total industry burden and cost:
= 59,8 million
= 122,104 hours {no annualized capital or operation and maintenance costs)

Fronomic costs include rule famidliarization, form completion, CBI claim
substantiation, electronic reporting, and recordkeeping activities.

*Benefits EPA by providing information on PFAS which the Agency does not
currently have
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How EPA May Use These Data

“Support implementation of TSCA
= Informs development of potential existing chemical risk management efforts
= Support prioritization, scoping and risk evaluations
= Apply to criteria for TSCA high/low prioritization
= Informs TSCA new chemical reviews {e.g., health/environmental effects info submitted may
provide read-across data for new chemical analogs)
= informs the understanding of new analytical methods

*Share with other EPA offices: Section 9 of TSCA mandates that EPA share certain
information collected under TSCA with other EPA offices and other Federal
agencias,

= Supports other EPA programs (e.g., contaminated site work, solid waste disposal, drinking
water management)
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Projected Schedule

NPRM was signed on June 10, 2021

60-day public comment period will kick-off following publication in the Federo!
Register

Statutory deadline for promulgation of the rule is lanuary 1, 2023

Proposed 6-month deferral of data submission period after effective date of
final rule

= Allow EPA to finalize reporting software with required data elements

= Allow companies to become familiar with rule and begin data gathering

*Proposed 6-month submission period
“Reparting deadline will thus be one year from effective date of rule
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Federal Register Notice: NPRM

Will be published in the Federal Register shortly, beginning the 60-day public comment

Comments must be submitted via
EPA-HO-OPPT-2020-0549

=EPA specifically requests comment om

« {dentifving chemicals subject to reporting {i.e., specific PFAS and whether to include imported
articlas)

« Considerations for the economic analysis

+ Submission period

+ Potential duplicative reporting concerns

» Scope of “existing environmental and health effects information” collected

= Additional data slements or information collected

= EPA's use and publication of non-CBl data

= Joint submissions allowsd when necessary
Small manufacturer considerations {Le., r

L using this rule’s docket number;

&., regulatory and non-regulatory assistance and cutreach}

ED_006319_00004547-00015



ED_006319_00004547-00016



ED_006319_00004547-00017



« Chernical name

+Geperic pame{s) if chemical nare(s} s OB

= Chemical 1D{s} {CASRN, Acce
number}

i Number, WWE case

«Trade nama oF comiman name

@

presentative molecular structure {as attachment)

=+ Physical state of chemical or mixture

+{onsurer and commersi

“Industrial pro ng arnd use - type of process or use

sindustrial processing and use - sector{s}

“industrial processing and use - functional use category

al use - indicate whether
consumar and/or commercial

=Consumer and commarcial use - praduct categaory

wumer and commercial use -

«Consumer and commercial use - indicate if used in

products intended for children

=Corsumer and commercial use - maximum concentration
i any product
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Proposed Data Elements (2/5)

LSE, &
SORIES OF USE GR P SRESE CATEGO
fuction volume - domestically manufactured {for “ingustrial procassing and use - % production valume
wach year 2011-2023] ffor each usa]
= Provuction voluma - imparted {for each year 2011~ =Cansumar and commarcial use - % production voiuma
23] Hfor each usel
Volume directly exported {for sach year 2011-2023] «Indicate if site~limited
= dMaximum first 12 months production voiuma +Maximum guantity stored on-site at any time from

. . ) . 2011-2023
=Maximum yearly production volume in any 3 years
“Total volume recycied {on-site} from 2011-2023

=indicate if imporied but ne

physicaliy at site
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=
P
5 =
]
<

sription {f unknown)

éJmuurt generic name({s} if byproduct chemical name(s)

« Byproduct chermical ID{s} if applicable {TASRN,
\iumbcr LVE case munib

er;

te whether the byproduct produced from
facture, process, use, of disposal

=indicate if the byproduct was relessed to the environment

«if byproducts are refeased to the ervironment, indicate to
which environmental media

N

qproduct volurne released to the environment [for each

vear 2011-2023

{e.z m‘ge“‘r

med
atverse eff

‘?lESkrt‘PﬂmL,\JE survailiance standards iepush,

5 reports)

g p)eixmmaw stu 3 e> -.}‘\HA
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“\Worker activity descriptions at manufacturing site

= Murnber of workars reasonably like to be exposed at
the manufacturing site, for each worker activity

+Maximum duration of exposure for any worker, for
aach worker activity {hours/day)

= Maximum duration of exposure far any worker, for
aach worker activity {days/year}

= Numbar of workers reasanably likely to be exposad for
each industrial process and use

*Mumber of workers reasonably kaiy to b

=Py

«Maximum duration of exposure for any worker for

each industrial process and use {(hours/day}

*haximurn duration of exposure for any warker for

gach |

fustrial process and use {days/year}

xoosed for

gach commerct

use

+Maximum duration of exposure for any worker for

each commercial use thours/ day)

aimum duration of axposure for any worker for

each commaercial use {days/year}
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% FARAGRADH [1) ¢
ENT REPOAT ON

o
L

«Description of disposal process{es)

«Description of any changes to the disposal process or
rathods since 2011

«Total volume released (as land disposal} [for each year
2011-2023]

«Total volume released (to water} [for each year 2011~
2023]

=Total volums released {to air) [for sach year 2011-2023]

«Total volume incinergted on-site [for each vear 2011-
2023]

+if ingi

sration ocrurred, the femperaturs at which the
chemic

vas incinarated
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CBl Requirements

=L B statutory requirements (from 2018 Lautenberg Act]:

« The submitter must now substantiate clalms of confidentiality at the time information is submitted to
EPA, except for types of information listed as exempt in TSCA {e.g., production volume} (TSCA sections
14{c}2} and (31}

= Tha submitter must also provide a statement supporting the claim and must certify that the statement

is true and correct {TSCA sections 14{cHINHB) and (5H

= {nformation on uses that customarily would be shared with the general public or within an industry or
industry sector cannot be claimed as confidential {TSCA section 1H{LHZHBY
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